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Food Safety and Inspection Service:

d RIMS works with other Offices in FSIS to:

 Assess the use of new technologies and new ingredients to
ensure they have a strong scientific basis, do not impede
inspection procedures, will not cause harm to FSIS personnel
and will meet regulatory requirements

e Evaluate suitability of substances for use on and in meat,

poultry, and egg products (antimicrobials, processing aids, and
ingredients)

 Develop programs to foster the development and
implementation of new technologies to improve food safety



Food Safety and Inspection Service:

d  After this overview, you will become familiar with:

* How we define a new technology & new ingredient

* Notification procedures — new technology & new
ingredient

* Protocol requirements

* Waiver of regulations

 How to submit a protocol

* The review process

* Responsibilities of establishmentsregarding the
validation of a new technology

 Where to find additional resources



Food Safety and Inspection Service:

1 Definitions:

For the purpose of FSIS, a new technology is defined
as new or new applications of equipment, methods,
processes, or procedures affecting the slaughter of
livestock or poultry or processing of meat, poultry, or
egg products

A new ingredient is a substance that has no prior
approval or has not been deemed acceptable for use
in meat, poultry or egg products



Food Safety and Inspection Service:

 Notifications:

A notification is a document written to inform FSIS
that a new technology is going to be used in an
establishment. The notification should describe the

purpose of the new technology and conditions of
use



Food Safety and Inspection Service:

(dProtocols:

When FSIS reviews new technologies and new
ingredients protocols we ensure that their will not
adversely affect:

1. Product safety

2. Inspection procedures

3. Inspector safety

4. Agency regulations



Food Safety and Inspection Service:

dProtocols:

 New Technology - A detailed plan of a scientific
experiment, treatment, or procedure to test a new
technology in a production environment . The plan
should include the objectives and methods for
conducting in-plants trials

* New Ingredient — A detailed plan of the function,
proposed levels of use and safety of the ingredient. Per
the MOU between FDA/FSIS, FDA determines safety of
ingredients and FSIS determines efficacy/suitability



Food Safety and Inspection Service:

] Protocols:

e Should describe the rationale as to why the new
technology will not adversely affect the safety of
products

* Indicate if the new technology or new ingredient
results in adulteration of product or misleads
consumers

* Include what the new technology or ingredient is
intended to accomplish as well as the beneficial
effects that the technology is expected to have
on products



Food Safety and Inspection Service:

(JProtocols:

* The protocol should describe the rationale as to why

the technology will not interfere with FSIS inspection

personnel from performing their inspection
procedures



Food Safety and Inspection Service:

W Protocols:

* The protocol should describe the rationale as to why the

technology will not affect or jeopardize the safety of FSIS
inspection personnel

* Include a description of safety measures taken to ensure
their safety

 Examples of safety measures include installation of
shields, fans, new constructionto isolate the

technology, protective equipment and material safety
data sheets (MSDS)



Food Safety and Inspection Service:

Protocols:

* The notification or protocol should cite any
regulatory authority allowing use of the new
technology or new ingredient

e Explain why the technology or ingredient does not
violate any existing regulatory requirements

 The Agency does have the authority to waive
provisions of the regulations to permit
experimentation

* |n-plant trials may be granted so that new
procedures, equipment, and processing techniques
may be tested to facilitate definite improvements



Food Safety and Inspection Service:

d Waivers:

e FSISregulations 9 CFR 303.1(h), 381.3(b),
and 590.10 authorizes the Administrator to
waive for limited periods any provisions of
the regulations to permit experimentation
so that new procedures, equipment, and
processing techniques may be tested to
facilitate definite improvements



Food Safety and Inspection Service:

d Waivers:

FSIS grants waivers of regulations when
supported by sound data and rationale
Allows alternative procedures in place of
the waived portion of regulation

Example - FSIS has granted a waiver to the
Regulatory Requirements for Freezing Egg
Products which specifically extends
requirements from 60-96 hours 9 CFR
590.536 (a)



Food Safety and Inspection Service:

] Where to submit to:

e Protocols for review can be submitted to
United States Department of Agriculture
Food Safety and Inspection Service
Risk, Innovations, and Management Staff
Patriots Plaza Ill, Cubicle 8-163A
1400 Independence Ave., SW.: STOP 3782
Washington, DC 20250-3700 or
Email: TPDS.protocols@usda.gov



mailto:TPDS.protocols@usda.gov

Food Safety and Inspection Service:

JReview:

* FSIS will put together a technical review
team (TRT) to review the submission

e Takes up to 60 days. However it can take
longer if additional information is needed

* Will dialogue with the company when

necessary



Food Safety and Inspection Service:

JReview:

* FSIS will issue a letter of no objection if the
technology:
-Does not adversely affect product safety
-Interfere with FSIS inspection procedures
-Jeopardize inspection personnel safety or
-If the Agency granted a waiver of a
regulation for the new technology



Food Safety and Inspection Service:

JReview:

* New technologies that have been approved
will be listed on our NT website
http://www.fsis.usda.gov/wps/portal/fsis/to
pics/regulatory-compliance/New-
Technologies



http://www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/New-Technologies
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 Prior Approved Substances:

* Prior approved substancesare listed in
9 CFR 424.21(c)



http://www.ecfr.gov/cgi-bin/text-idx?SID=d747eea3fb8fd183b2b7f973ae3381d5&node=se9.2.424_121&rgn=div8

Food Safety and Inspection Service:

(1 Directive 7120.1:

 The Table of Safe and Suitable Ingredients
and FSIS Directive 7120.1, lists food grade
substances that have been approved in 21
Code of Federal Regulations (CFR) for use in
meat, poultry, and egg products as food
additives, generally recognized as safe
(GRAS) notices and pre-market notifications,
and approved in letters conveying
acceptability determinations



http://www.fsis.usda.gov/wps/portal/footer/!ut/p/a1/tVNNj9owEP0tHJJbsBPzESpFVQpltRRYEC27yQU5jhOckjjYJgF-fW16atXtdiVqyTNvbOm9mfEYxOAFxBVuWI4V4xU-mDge7Pqr0We39wXO_BmawMft2B2MNsibbj3wDGIQk0rVag-iTDLpEF4pWikLMu1FRTUqMassqHjNiLSgoPnpcBPQQcoEJYo1VOMhhNCRVLDfAiNR45ymVLK8ukWEpSDq0z5CfkKcvkdSp0fowPHREDuZn_Yyd5hk3pDqCiJdAXxlhfCfCvw7Q6Qlhq9xbB8g2Lwz5zcIvXsTuvcmRHcm9N_fw9lbD6sHgxXHYxzq-TUje1bg5X8NsE4mP_Dk9qGisEqQn4NY0IwKKronoY_3StUfLGjBtm27Oef5gXYJLy2obz9KHChbEBUU9jGwqRQkkHYmysC1JT8JQoOWJjZJA8-WR6ZtQ9MAjsdkXXwK23Bta5LAKFguCi3Xm5pthEy93ZNMsZZsboe1NK7mQuGDQRnnugkGdU7qdmUMhsbC3m5TjMary3cpL_C8mi-qxRU2izB7KK5Ps2V4OaeTb54_SVrZPGo8uU6qEC3nj0_LIr2Oi9V6LvdwG8Z4tltEnZ-Zoambln_q055L_US_9gfUZekX2XyQLZcOTnyI-nVz_ZqVz06cXNqw8wNEBUEo/?1dmy&current=true&urile=wcm:path:/fsis-content/internet/main/topics/regulations/directives/7000-series/safe-suitable-ingredients-related-document
http://www.fsis.usda.gov/wps/wcm/connect/bab10e09-aefa-483b-8be8-809a1f051d4c/7120.1.pdf?MOD=AJPERES
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JResponsibilities:

Establishments are expected to reassess
their food safety system when changes,
such as implementation of a new
technology or ingredient occurs that could
affect their hazard analysis or alter their
Hazard Analysis and Critical Control Point
(HACCP) plan (9 CFR 417.4 (a)(3))



Food Safety and Inspection Service:

JResources:

 Compliance Guides Index
http://www.fsis.usda.gov/Regulations/Compliance Guid
es_Index/index.asp

 TPDS.protocols@usda.gov - Protocol Submission

e http://www.fsis.usda.gov/wps/portal/fsis/topics/regulat
ory-compliance/New-Technologies Provides a list of
recent new technologies

e FSIS Directive 7120.1. This directive provides an up-to-
date list of substances that may be used in the
production of meat, poultry, and egg products.

e FSIS regulation 9 CFR 424.21(c) provides a list of food
ingredients that are approved for use in the production
of meat, poultry and egg products



http://www.fsis.usda.gov/Regulations/Compliance_Guides_Index/index.asp
mailto:TPDS.protocols@usda.gov
http://www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/New-Technologies
http://www.fsis.usda.gov/wps/wcm/connect/bab10e09-aefa-483b-8be8-809a1f051d4c/7120.1.pdf?MOD=AJPERES
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(JQuestions ?:

* Send questions to askFSIS- askFSIS Submittal
Instructions



http://askfsis.custhelp.com/app/answers/detail/a_id/1826/related/1

